Introduction
The process of ethics approval for social research remains a challenge in areas such as the provision of out-of-hospital Emergency Medical Services (EMS). Research in this setting has traditionally focused on structured clinical trials rather than social research. In Australia the delivery of out-of hospital EMS is not nationally regulated and may be provided by health practitioners variously calling themselves Paramedics, Industrial Medics, Medics, Ambulance Officers, Emergency Medical Technicians, and Patient Transport Officers (Paramedics Australasia, 2011 ). This paper is based on research with currently employed paramedics within the S.A.
(South Australian) Ambulance Service. The aim of the research is to explore how paramedics identify, assess and manage psychiatric presentations in the community. The research was based in the Emergency Department (ED) and ambulance arrival area (the ramp) at a major 2 tertiary teaching hospital. The research covered the dispatch, arrival, point of assessment, and the transfer of care of psychiatric patients by paramedics. This paper explores the challenges of gaining ethics approval for conducting this ethnographic study in the out-of hospital EMS setting. It focuses on the emergent nature of the research process and the logistical challenges of meeting prior informed consent. These experiences highlight continuing challenges when attempting ethnography within an area that is not familiar with the research methodology.
Ethics committees and pre-hospital research
The purpose of this paper is to explore the logistical difficulties and the theoretical differences which contributed to the challenges in gaining ethics approval. The paper outlines the strategies used in this particular case to overcome those challenges and suggests areas to consider when using ethnography in this or similar settings. In the past the structure and regulatory nature of ethics review bodies has been largely based on the traditional biomedical model of clinical trials (Murphy & Dingwall 2007) . While this has changed and qualitative methods are accepted as an important paradigm in research, qualitative methods and theoretical frameworks still encounter barriers in gaining ethics approval. This is particularly so for ethnographic studies.
The paper is divided into three sections: first, an outline of the need for the research, second, the underlying methodological approach of ethnography, and a brief overview of the study. The third section provides a case study of the difficulties encountered in gaining ethics clearance from a Joint University and Hospital Human Research Ethics Committee (HREC).
The challenges encountered in the process of ethics approval occurred in two important areas: ethnography as an emergent process which requires continual negotiation and relationship building, and the concept of prior informed consent which includes the nature of risk and harm in ethnographic research. As the case illustrates, a number of the suggestions of the ethics committee are counter to the nature of ethnographic research.
Senior management from the South Australia Ambulance Service and the Emergency Department were involved from the beginning of the study prior to ethics approval being sought. They participated in the development of the research design with consideration to access, information dissemination, gaining consent, the potential sample size and workload, all of which was included in the original proposal.
The need for the research
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The emergency delivery of care by paramedics to people experiencing a mental illness or 'psychiatric presentation' has only recently received attention in the literature (Shaban 2009 ). As a result of emergency departments becoming the point of entry for treatment for mental health patients, emergency health professionals are being forced to take on greater responsibility for providing both primary and acute mental health care. Eppling (2008) directly attributes the increased emergency department utilization by mentally ill patients to the decrease in funding for mental health services, including limited outpatient and clinical services, as well as a decreasing number of psychiatric beds and the closure of entire psychiatric programmes.
In Australia there has been a significant increase in ambulance attendance to individuals suffering mental illness. This increase is particularly evident in the urgent but not Given the paucity of qualitative research in this specific area of practice, ethnography has a key role in informing and documenting paramedic practice, strategies and 'on-road' experience.
Ethnographic method and the study design
Ethnography is well established as both a process and a product, not only as a research approach that illuminates our understanding of human experiences and its meaning, but also for its capacity to highlight the researcher's lived involvement within the field of study (Tedlock 2003) . Ethnography provides multiple sources of data to facilitate a and 2010 in the triage area of the emergency department and arrival area for the ambulances also known as 'the ramp'. The data from observations were collected in the form of written field notes later transferred to computer for analysis. Twenty brief unstructured interviews were planned to be conducted with the paramedics on the ramp with negotiations made for a second longer interview. Short interviews with the emergency department staff were planned regarding the handover process from paramedics and intended to involve only those staff who were directly involved in the handover of the patient.
Gaining ethics approval
In Australia all HRECs are registered through the Australian Government National The logistics of conducting initial interviews and negotiating a second longer interview with paramedics was a continual process involving extended time in the field.
Assurances that the research would not impinge unduly on staff time and workload were required from the researcher. The original proposal indicated that interviews would be conducted in negotiation with participants and would cease if operational requirements dictated. The HREC strongly recommended that the beginning of the next shift for the emergency department staff provided the best opportunity to conduct the interviews because of decreased early morning workload in the emergency department and the fill-in support of senior staff. In reality this was difficult and almost unworkable because of the changing rosters of the staff, the ability for emergency department staff to recall the case after many different presentations during a shift, and being able to negotiate a time which took almost as long as the interview itself. As the research process became understood and the relationship was that the interview questions with minor rewording and modifications were accepted. This enabled the interviews and observation process to remain unstructured in line with ethnographic tenets. During the meeting the Chair of the HREC confirmed that they had not considered the waiving of the consent from the patients as a concern because of the fact that the study was focusing on the practices and beliefs of the paramedics. The structure of the findings under themes, the use of pseudonyms for the paramedics and emergency department staff, no identifying date or time within the case studies, and no use of either paramedics' or patients' names also factored into the HREC's decision to waiver the patients' consent.
Although the original application had addressed the issue of consent from the patients themselves, there was an expectation that this might be one of the challenges raised by the HREC, but it turned out it was not their main concern.
Murphy & Dingwall (2007) argue that extended time in the field makes the process of consent a negotiated and renegotiated process which presents a challenge to prior informed consent. Ethnographic consent is a relational and sequential process in response to an ever changing environment (Katz & Fox 2004) . The practicalities of informing and obtaining consent from everyone who might 'enter' into the field of observation in a large and busy social setting such as an emergency department is an ongoing issue and remains one of the major ethical concerns for observational work (Mulhall 2003) .
Prior informed consent is traditionally based on contractual agreements for short, defined episodic interventions typical of clinical trials which depend on providing the potential participants with information regarding foreseeable risks. In contrast to clinical research, the risks of ethnographic research are indeterminate and not always easy to communicate with accuracy in advance (Bosk 2004) . In ethnography the consent may be initially tentative and within very strict boundaries. As the relationship builds with the ethnographer, the information participants provide may become detailed. The question then becomes: does initial contractual consent cater for this developing information sharing and access to participants? Addressing issues surrounding informed consent involved balancing the needs and concerns of the ambulance service (the stakeholders) and the ethics process. Although paramedics were to receive information through their team leaders and via information sheets, both in hard copy and electronically prior to data collection, the ethics committee perceived coercion as an issue. Although paramedics are not routinely seen as a vulnerable group there were concerns that the initial information was not adequate to prevent paramedics feeling pressured into giving consent. Clear prior consent needed to be established and needed to be an 'opt in' rather than an 'opt out' process.
After careful negotiation through two letters to the HREC, email and telephone correspondence, with the Chair of the committee and stakeholders, three potential solutions were proposed. The first, to attend training and information days structured throughout the year for paramedics. Secondly, as an alternative, going to individual station team meetings to talk about the study or thirdly to have a 2-month recruitment period prior to observation and interviews based 'on the ramp', the arrival area of the emergency department. The 2-month recruitment period attempted to cover roster rotations and changes in paramedic crews prior to data collection. The first two approaches were not readily agreed to by the ambulance service because the attendance of the ethnographer at ambulance stations was problematic.
This was due to logistics, station security and regard by paramedics of this space as their domain and a safe haven from the stresses of their work.
Agreement was finally reached after approximately 7 months of repeated negotiation on the 2-month recruitment period. It was agreed that during the recruitment period the researcher would be at the emergency department to talk to paramedics and provide hard copies of the information sheet and consent forms. If the paramedics wished to be involved in the study, the signed consent form could be handed to the researcher the next time both parties were at the emergency department. No interviews were conducted or field notes taken of handover at this time. Throughout the process verbal confirmation was continually obtained to ensure those that had signed a consent form still were willing to be involved. 
